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The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )El Responsive to communication(s) filed on 28 August 2003 . 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) [X] Claim(s) 1-29 is/are pending in trie application. 

4a) Of the above claim(s) 1-26 is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) |EI Claim(s) 27-29 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) KI Claim(s) 1-29 are subject to restriction and/or election requirement. 
Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .[H Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) IE] Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of informal Patent Application (PTO-152) 

3) Information Disclosure Statement(s) (PTO-1449) Paper No(s) 7/31/02 . 6) □ Other: 
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DETAILED ACTION 

1. Applicant's election of Group III (claims 27-29) on 8/28/03 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as 
an election without traverse (MPEP § 818.03(a)). 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 

3. Claims 27-29 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the enablement requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

The claims are directed to a method for inhibiting gene expression 
comprising administering an oligonucleotide analog to a cell or organism. The 
specification only provides assertions of such process but no experimental data 
of such process. 

The specification discloses that the compounds can be used as antisense 
agents for the inhibition of gene expression. That they can be synthesized and 
selected for their ability to inhibit gene expression. 
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One skilled in the art would recognize that the efficacy of an oligomeric 
analog or mimic for these uses depends critically on its having suitable 
conformation and flexibility, and also of its ability to penetrate cell membranes; 
and it is highly unpredictable whether a given oligonucleotide or oligopeptide 
mimic structure will permit binding to the target with high specificity and affinity. 
The efficacy of oligo analogs as hybridizing therapeutic agents depends 
unpredictably on the structures of the oligos. Uhlmann et al. state that modified, 
nuclease-resistant oligos often have lower affinities for their target sequences 
than do natural DNA or RNA oligos (page 562, right col., 2nd paragraph; page 
564, first full paragraph), that modified oligos may not penetrate cells as well as 
unmodified oligos (Page 568), and may fail to be taken up and transported into 
the target cells in amount capable of delivering a therapeutic benefits (page 567). 
The examples given of the use of the disclosed compounds provided on the 
specification are hypothetical, and no actual data is given. In view of the breadth 
of the claims, which encompass an immense number of compounds of unknown 
activity; given that it is impossible to predict which of the multitude of structures 
encompassed by the claims would be able to bind successfully to a 
complementary nucleic acid or to protein with high affinity and specificity; and 
given the lack of guidance in the specification regarding how to select which of 
the specific oligos mimic structures encompassed by the claims could be made 
and used as therapeutic, diagnostic, or research reagent with a reasonable 
expectation of success. Therefore undue experimentation is required to make 
and use the invention as broadly claimed. 



J 
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4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 



The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 



5. Claims 27-29 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claims 27-29 are vague and indefinite because it is unclear where in the 
formula is R3. Claim 27 for example discloses: "wherein each R3, R4, and R5 is, 

independently, hydrogen ". However there is no R3 in the formula or 

anywhere in the claim. 

6. The references were lined through in the PTO 1449 because they have 
not been provided by applicants. 

7. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Jezia Riley whose telephone number is 703- 
305-6855. The examiner can normally be reached on 9:30AM - 5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Gary Benzion can be reached on 703-308-1 119. The fax 
phone number for the organization where this application or proceeding is 
assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application 
or proceeding should be directed to the receptionist whose telg&hone number is 



703-308-0196. 




